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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )M Responsive to communication(s) filed on 13 February 2006 . 
2a)D This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-22 is/are pending in the application. 

4a) Of the above claim(s) 13-22 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1-12 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) ^ The specification is objected to by the Examiner. 

10)[3 The drawing(s) filed on 27 January 2004 is/are: a)E3 accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Detailed Action 

Applicant's election with traverse of Group I, Claims 1-12 in the reply filed on 
2/13/06 is acknowledged. The traversal is on the ground(s) that the claims of Groups I 
and II are so inextricably interrelated that a search of one invention would be co- 
extensive with a search of the other and hence said search would not be burdensome. 
Additionally, applicant argues that the fees involved in filing, paying issue and 
maintenance fees, etc. for an additional divisional application would be high. This is not 
found persuasive because a search of the promoter/expression system of Group I 
would not be co-extensive with a search of a method for preparing a high-throughput 
screening system and developing inhibitors against mycobacteria under low carbon 
conditions because a search for the promoter/expression system of Group I (a 
composition) does not require a search for intended uses of the composition. A 
separate search of the methodology recited in Group II would be required if Group II 
was to be rejoined with Group I. With regard to arguments that the restriction should be 
withdrawn because the fees required to file and prosecute a divisional patent application 
are, in applicant's view, high, it is noted that this type of argument cannot overcome a 
proper requirement for restriction. It is also noted that if the composition of Group I is 
eventually found allowable, the restriction requirement will be withdrawn and the claims 
of Group II (process of using) may be rejoined (See restriction requirement mailed 
1/11/06). 

The requirement is still deemed proper and is therefore made FINAL. 
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Claims 13-22 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement in the reply 
filed on 2/13/06. 

A substitute specification in proper idiomatic English and in compliance with 37 
CFR 1 .52(a) and (b) is required. The substitute specification filed must be accompanied 
by a statement that it contains no new matter. 

A substitute specification must not contain new matter. The substitute 
specification must be submitted with markings showing all the changes relative to the 
immediate prior version of the specification of record. The text of any added subject 
matter must be shown by underlining the added text. The text of any deleted matter 
must be shown by strike-through except that double brackets placed before and after 
the deleted characters may be used to show deletion of five or fewer consecutive 
characters. The text of any deleted subject matter must be shown by being placed 
within double brackets if strike-through cannot be easily perceived. An accompanying 
clean version (without markings) and a statement that the substitute specification 
contains no new matter must also be supplied. Numbering the paragraphs of the 
specification of record is not considered a change that must be shown. 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 
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Claims 1-2 are rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. The claimed promoter having the sequence of 
SEQ ID NO:2 is not recited as isolated or recombinant, is claimed using the open 
language "having" and hence reads on the promoter sequence as it occurs in nature. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-2 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Fleischman et al. 

Applicants claim a promoter having the sequence of SEQ ID NO:2. 
Fleischman et al. (US Patent 6,294,328, see whole document, particularly SEQ ID 
NO :2) teaches the same sequence (see also attached Sequence search results). 
Fleischman et al. therefore teaches the claimed invention. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 2-12 are rejected under 35 U.S.C. 112, second paragraph, as being 

indefinite for failing to particularly point out and distinctly claim the subject matter which 

applicant regards as the invention. 
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Claims 2 and 4 are vague because they do not appear to be written in proper 
idiomatic English. For example, an article such as "the" or the term "said" is required 
before the word "promoter. "2.5 folds" should be "2.5 fold". 

Claim 3 (and dependent claims) are vague because it does not appear to be 
written in proper idiomatic English. Specifically the phrase "...said system comprising of 
promoter of 200 bp having SEQ ID No.2 in a vector pSAK12." is confusing. The vector 
pSAK12 contains the promoter consisting of SEQ ID NO:2; however, the claim 
language reads on any promoter of 200 bp having (open language) SEQ ID NO:2 in the 
pSAK12 vector. It is unclear if applicants are claiming an expression system comprising 
the pSAK12 vector or the pSAK12 vector containing an additional promoter of 200 bp 
having SEQ ID NO:2. 

Claims 5 and 6 are vague in that applicants recite an expression system with a 
carbon source and then recite that glucose is in the range of about 2.5 to 0.001% or 
about 2 to 0.02%. The claim language makes it unclear whether the expression system 
has a carbon source and has glucose in the recited concentrations or whether glucose 
is the carbon source. 

Claims 7-12 are vague in that it is unclear what the relationship between the 
expression system recited (the vector pSAK12 containing the promoter of SEQ ID 
NO:2) and the growth of mycobacteria in the presence of the promoter is. It is 
unclear whether the mycobacteria are transformed with the pSAK1 2 vector because the 
genome of the mycobacteria species Mycobacteria tuberculosis naturally has the 
promoter represented by SEQ ID NO:2. 
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Claims 7-12 are vague in that applicants recite growth of mycobacteria in the 
presence of 0.02% glucose and then recite "i.e. under starved conditions". Since 
"starved conditions" encompasses conditions other than 0.02% glucose concentration, it 
is unclear what conditions applicants are claiming. The metes and bounds of the 
claimed subject matter are therefore unclear. 

Claims 7-12 are vague in the absence of articles at appropriate positions in the 
claims. For example, in claim 7, "the" should be inserted prior to "percentage inhibition", 
"the" should be inserted prior to the phrase "presence of the promoter", etc. 

Claim 12 is vague because it depends from itself. 

No Claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David Guzo, Ph.D., whose telephone number is (571) 

272- 0767. The examiner can normally be reached on Monday-Thursday from 8:00 AM 
to 5:30 PM. The examiner can also be reached on alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Irem Yucel, Ph.D., can be reached on (571 ) 272-0781 . The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
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published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



David Guzo 
April 27, 2006 




